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Qua tdng IS,p kgt qui thdm dinh vi x6t duy6t hd so d6ng k! thudc, CIc euAn lf
Duo.c nhfln thdy mdt sd truirng hqp c6ng ty nOp hd so tlang kf'thu6c d4ng ptOi tq,p
gita thinh phdn Ceftriaxone v6i Sulbactam (Ceftriaxone/Sulbactam) troac ttrant ptrin
cefixim v6i Acid clawlanic (Cefixim/Acid clavulanic) hoec phdi hgp tuong t,..r glru
Cephalosporin vdi chdt fc chd men betalactamase, tuy nhi€n 

"-ong 
ty .iu. .ung .al at

bing chfng chfng minh duo. c hieu qui vi su an toi.,n iia c6c thudc dang phdi hgp ney.

Ld.-g lgp tii li€u chuyon m6n cho thdy chi'c6 m6t s6 lucrng nh6 nghiei l,ru ou& ttcn
lenh dd ddnh gi6 hieu qui cria thubc aang phiti trgrp GftriaxJne/Sulbactam hodc

K(nh gui: Clc c6ng ty dang kf, sAn xudt thudc luu hinh rai ViCt Nam.

Cefixim/Acid clavulanio,tr€n in vitro, chua c6 thrl nghiem lam sang ngau nhi€n c6 dbi
chfng nio ouoc $usli#.+# kidm chr?ng hi€u qui vn dE an toan cia-c6Jthu6c dang phrii
hgp niy.

Can crl kdt@icfra HQi d6ng x6t duy€t thudc - BO y td ddi vdi thu6c dang ph6i
hqp Ceftriaxone/Siilliactam horc Cefixim/Acid clarulanic ho6c ph6i hgp tuong tu gira
Cephalosporin vdi chdt rlc chd beta-lactamase (tri cep phdi hqp gita *ra*r ptran
Cefoperazone vdi S\rlbactam);

_ 
Dd dam bio srl dung thudc hgp lf, an toin, hi€u qui, Cuc euan If Duo. c th6ng

b6o nhu sau:

1- Ngung tidp nhAn vi x6t duy€t: Don hang nhAp khdu c6c nguydn li€u
Ceftriaxone, Sulbactam, crfixim vi Acid clavulanic dd san xudt thudc dang phdi hqp
c;efriaxone/Sulbactam hoac cefixim/Acid clavulanic ho6c c6c nguycn li6u ding tld sAn
xudt thudc dang phdi hgp tuong tg gifia cephalosporin v6i chdt tlc chd beta-lactamase;
Don hing nhflp khdu thufic thinh phdm vi h6 so dd nghi cdp sd dang kli mdi, ttang kf
lai ddi v6i thu6c c6 thinh phdn ph6i hqp ceftriaxone/Sulbactam hoac Cefixim/Acii
clawlanic hoic ph6i hgrp tuong tu gifra Cephalosporin vdi chat rlc chd beta-lactamase.

Vi€c ngilng tidp nhAn vi x6t duy€r nOu tr€n 6p drlng ci c6c don hing ho6c hd so
dang kf da nQp t4i C\c Quan lf Duo. c trudc ngiy kf ban hnnh c6ng vin niy vi kh6ng
6p dUng ddi vdi c6c dcrn hing nguy€n tiQu dd s6n xudr thuOc ph6i hqrp
Cefoperazone/Sulbactam, dcrn hang nhflp khdu thnnh phdm thudc chrla phdi hqp
cefoperazone/Sulbactam ho6c c6c hd so dang kf mdi, dang kf l4i thu6c chria phdi hqp
Cefoperazone/Sulbactam.

Thudc thinh phdm c6 thnnh phdn phdi hgrp Ceftriaxone/Sulbactam hodc
Cefixim/Acid clawlanic hoec ph6i hqp tuong tg gifia crphalosporin vdi chdt r1c chd
betaJactamase:

- Thu0c nudc ngoii c6 thinh phdn ph6i hgp Ceftriaxone/Sulbactam hodc
Cefixim/Acid clavulanic hoac phdi hqrp tuong tg gifta Cephalosporin v6i chdt rlc chd
beta_-lactamase d6 nhflp khdu vdo vi6t Nam duo.c luu nann ogn hdt h4n dDng ctra
thudc.



- Thu0c sin xuflt trong nudc c6 thhnh phdn phdi hqp Ceftriaxone/Sulbacram hoic
Cefixim/Acid clavulanic hoic phdi hqp tuong tu gifra Cephalosporin v6i chlt tlc chd
beta-lactamase duo. c lrru hinh ddn hdt han dtng cfia thuOc.

3- Nguy0n 1i0u, bdn thenh phdm dd san xudt thudc phdi hqp
Ceftriaxone/Sulbactam horc Cefixim/Acid clavulanic ho4c thu6c ph6i hqp tucmg tU
gifra Cephalosporin v6i chdt tlc chd beta-lactamase dd nhap khdu vio Viet Nam trudc
ngey kf cOng vf,n ndy duo. c dua vho san xudt c6c thudc c6 thhnh phen ph6i hqp .
ceftriaxone/sulbactam hof,c cefixim/Acid clavulanic ho{c thudc c6 phoi hgp tuong tg
gifra Cephalosporin v6i chdt (rc cha beh-lactamase c6 sd dang ki hru hanfi cdn liieu
luc.

Cuc Quin lf Duo. c th6ng b6o dd c6c don vi bidt vh thuc hiqn./.
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